FROM W&C LLP 19TH FL. 



(WED) 7. 20' 05 21 : 53/ST. 21 : 52/NO. 4260454304 P 



2 



U.S. PATENT APPLICATION SERIAL NO. 09/806,795 
AMENDED ALLOWED CLAIMS 

1 . (Previously presented) A method for monitoring the formation of a coating on a single 
particle, comprising the steps of: 

(a) arranging the particle at a given spatial location, wherein the step of arranging the particle 
comprises fluidizing the particle on an upwardly directed gas flow; 

(b) forming the coating on the particle at the given spatial location; and 

(c) performing a spectroscopic measurement on the coating while the coating is being formed on 
the particle to obtain a measurement value of at least one principal parameter related to the 
coating. 

2. (Previously presented) The method as set forth in claim 1, wherein the spectrometry 
measurement is performed continuously during at least part of the coating formation step to 
generate a sequence of measurement values of the principal parameter. 

3. (Canceled) 

4. (Previously presented) The method as set forth in claim 1 , wherein the coating formation 
comprises generating a single droplet of a coating fluid, and bringing the droplet to impinge upon 
the particle. 

5. (Previously presented) The method as set forth in claim 4, wherein the droplet upon generation 
is moved into and allowed to follow the upwardly directed gas flow to the particle. 

6. (Previously presented) The method as set forth in claim 4, wherein the step of generating a 
single droplet is repeated, thereby forming at least one stream of droplets which sequentially 
impinge upon the particle. 

7. (Previously presented) The method as set forth in claim 1 , further comprising the steps of: 
monitoring at least one control parameter related to the particle or its environment; and 
identifying a functional relationship between the control parameter and the principal parameter. 

8. (Previously presented) The method as set forth in claim 7, further comprising the step of 
generating an aggregate model for prediction of the influence of the control parameter on the 
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principal parameter for a large number of particles based on the functional relationship for the 
single particle, 

9. (Previously presented) The method as set forth in claim 7, further comprising the step of 
adjusting the control parameter at least partly on the basis of the measurement value. 

1 0. (Previously presented) The method as set forth in claim 1, further comprising the steps of: 

a) monitoring at least one control parameter related to the particle or its environment; and 

b) identifying a functional relationship between the control parameter and the principal 
parameter, 

wherein the control parameter comprises a property of the gas flow. 

1L (Previously presented) The method as set forth in claim 7, wherein the control parameter 
comprises a property of the particle. 

1 2. (Previously presented) The method as set forth in claim 4, further comprising the steps of: 
monitoring at least one control parameter related to the particle or its environment; and 
identifying a functional relationship between the control parameter and the principal parameter, 
wherein the control parameter comprises a property of the droplet. 

13. (Previously presented) The method as set forth in claim 4, further comprising the steps of: 
monitoring at least one control parameter related to the particle or its environment; and 
identifying a functional relationship between the control parameter and the principal parameter, 
wherein the control parameter comprises the duration of a wetting period during the coating 
formation step. 

14. (Previously presented) The method as set forth in claim 4, further comprising the steps of: 
monitoring at least one control parameter related to the particle or its environment; and 
identifying a functional relationship between the control parameter and the principal parameter, 
wherein the control parameter comprises the duration of a drying period during the coating 
formation step. 

15. (Previously presented) The method as set forth in claim 1, wherein the step of obtaining the 
measurement value comprises: 



2 



NEWYORK WW:* v| f504flft3f, 1 IXX| (2K; 



PAGE 3/8 * RCVD AT 7/21/2005 10:44:28 AIVI |Eastem Daylight Time] * SVR:USPTO-EFXRF-6/30 * DNIS:2731429 * CSID:21 28197583 * DURATION (mm-ss):0242 



FROM W&C LLP 19TH FL (WED) 7. 20' 05 21 :53/ST. 21 : 52/NO. 4260454304 P 4 



cl) generating a sample vector of measurement data from the spectrometric measurement; and 
c2) condensing the measurement data into the measurement value of the principal parameter. 

16. (Currently amended) The method as set forth in any one of claims 1, 2 [J and 4-15 [and 42- 
47], wherein the spectrometric measurement is performed by means of near-infrared 
spectrometry. 

17. (Currently amended) The method as set forth in any one of claims 1 ? 2 l,J and 4-1S land 42- 
471, wherein the spectrometric measurement is performed by means of a spectrometric method 
based on Raman scattering. 

18. (Currently amended) The method as set forth in any one of claims 1, 2 [J and 4-15 land 42* 
47] i wherein the spectrometric measurement is performed by means of a spectrometric method 
based on absorption in the LTV, visible, or infrared (IR) wavelength region, or luminescence or 
fluorescence emission. 

19. (Currently amended) The method as set forth in any one of claims 1 T 2 [J and 4-15 [and 42- 
47], wherein the spectrometric measurement is performed by means of imaging spectrometry. 

20. (Currently amended) The method as set forth in any one of claims 1, 2 [ J and 4-15 [and 42- 
47], wherein the particle is a pharmaceutical product. 

21. (Canceled) 

22. (Previously presented) A method for controlling the coating process of a batch of particles, 
comprising the steps of: 

a) monitoring the coating formation according to claim 2; 

b) using the sequence of measurement values of the principal parameter as a sequence of 
reference values in the control; and 

c) obtaining a corresponding spectroscopic measurement on the batch of particles to provide a 
sequence of actual values for the control. 

23. (Currently amended) A method for controlling the coating process of a batch of particles, 
comprising the steps of: 

a) monitoring the coating formation according any one of claims 1 7 2 [,| and 4-15 (and 42-471; 
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b) identifying a functional relationship between at least one principal parameter and at least one 
simultaneously-monitored control parameter, wherein the control parameter is related to an 
environment of a single particle of the batch; 

c) selecting one or more control parameters, based on the functional relationship, to represent 
one or more of the principal parameters; 

d) determining a desired sequence of values of the selected control parameters) for the single 
particle; and 

e) controlling the coating process of the batch of particles based on the desired sequence of 
selected control parameter values. 

24. (Previously presented) An apparatus for monitoring the formation of a coating on a single 
particle comprising: 

means for arranging the particle at a given spatial location, wherein the means comprises 
a flow unit which generates a fluidized gas flow upon which the particle is fluidized; 

a fluid supply unit for applying a coating fluid to the particle to form a coating at the 
given spatial location; and 

a measurement unit which performs a spectrometric measurement on the coating while 
the coating is being formed on the particle, and derives a measurement value of at least one 
principal parameter related to the coating. 

25. (Previously presented) The apparatus as set forth in claim 24, wherein the measurement unit 
continuously performs the spectrometric measurement and thereby generates a sequence of 
measurement values of the principal parameter 

26. (Canceled) 

27. (Previously presented) The apparatus as set forth in claim 24, further comprising a chamber 
in which the coating is formed on the particle, wherein the flow unit provides a shielding gas 
inside the chamber intermediate the measurement unit and the location of the particle, and 
wherein the shielding gas is substantially identical to the gas used for fluidizing the particle. 

28. (Previously presented) The apparatus as set forth in claim 24, wherein the fluid supply unit 
generates a single droplet of the coating fluid which is brought to impinge upon the particle. 
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2y. (Previously presented) The apparatus as set forth in 28, wherein the fluid supply unit injects 
each droplet of the coating fluid into the fluidizing gas flow. 

30. (Previously presented) The apparatus as set forth in claim 28, wherein the fluid supply unit 
repeatedly generates single droplets of the coating fluid and thereby forms a stream of such 
droplets which sequentially impinge upon the particle. 

31 . (Previously presented) The apparatus as set forth in claim 24, further comprising a control 
unit which monitors at least one control parameter related to the particle or its environment. 

32. (Previously presented) The apparatus as set forth in claim 31, wherein the control unit 
receives the measurement value from the measurement unit and adjusts the control parameter at 
least partly on the basis of the measurement value;. 

33. (Previously presented) The apparatus as set forth in claim 31, wherein the control unit 
receives the measurement value from the measurement unit and adjusts the control parameter at 
least partly on the basis of the measurement value; and wherein 

the control parameter comprises a property of the fluidizing gas flow, and 
the control unit adjusts the control parameter by controlling the flow unit. 

34. (Previously presented) The apparatus as set forth in claim 31, wherein the control unit 
receives the measurement value from the measurement unit and adjusts the control parameter at 
least partly on the basis of the measurement value; and wherein 

the control parameter comprises a property of the droplet, and the control unit adjusts the control 
parameter by controlling the fluid supply unit 

35. (Previously presented) The apparatus as set forth in claim 31, wherein the control unit 
receives the measurement value from the measurement unit and adjusts the control parameter at 
least partly on the basis of the measurement value; and wherein 

the control parameter comprises the duration of a droplet generation period; and the control unit 
adjusts the control parameter by controlling the fluid supply unit. 

36. (Previously presented) The apparatus as set forth in claim 3 1 , wherein the control unit 
receives the measurement value from the measurement unit and adjusts the control parameter at 
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least partly on the basis of the measurement value; and wherein 

the control parameter comprises the duration of a drying period* and the control unit adjusts the 
control parameter by controlling the fluid supply unit 

37. (Currently amended) The apparatus as set forth in any one of claims 24> 25 [ 7 ] and 27-36 
[and 49-52] 7 wherein the measurement unit performs the spectrometric measurement by means 
o f n ear-infrared spectrometry. 

38. (Currently amended) The apparatus as set forth in any one of claims 24, 25 I, J and 27-36 
(and 49-52), wherein the measurement unit performs the spectrometric measurement by means 
of a spectrometric method based on Raman scattering. 

39. (Currently amended) The apparatus as set forth in any one of claims 24, 25 M and 27-36 
land 49-521, wherein the measurement unit performs the spectrometric measurement by means 
of a sipectrometric method based on absorption in the UV, visible, or infrared (IR) wavelength 
region, or luminescence or fluorescence emission. 

40. (Currently amended) The apparatus as set forth in any one of claims 24 f 25 [,] and 27-36 
land 49-52], wherein the measurement unit performs the spectrometric measurement by means 
of imaging spectrometry. 

41 . (Currently amended) The apparatus as set forth in any one of claims 24, 25 [,] and 27-36 
land 49-52 J, wherein the particle is a pharmaceutical product. 

42. (Previously presented) Hie method as set forth in claim 5, further comprising the steps of: 

a) monitoring at least one control parameter related to the particle or its environment; and 

b) identifying a functional relationship between the control parameter and the principal 
parameter, 

wherein the control parameter comprises a property of the gas flow. 

43- (Previously presented) The method as set forth in claim 10, wherein the property of the gas 
flow is flow rate, temperature, or solvent content. 

44, (Previously presented) The method as set forth in claim 42, wherein the property of the gas 
flow is flow rate, temperature, or solvent content. 
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45. (Previously presented) The method as set forth in claim 1 1 , wherein the property of the 
particle is size, shape, density, or porosity. 

46. (Previously presented) The method as set forth in claim 12, wherein the property of the 
droplet is size, generation rate, or concentration of a constituent. 

47. (Previously presented) The method as set forth in claim 1 3, wherein the wetting period is 
effected by controlling the droplet generation. 

48. (Previously presented) The method as set forth in claim 20, wherein the pharmaceutical 
product is a pellet, 1 a tablet, or a capsule. 

49. (Previously presented) The apparatus as set forth in claim 3 1, wherein the control unit 
receives the measurement value from the measurement unit and adjusts the control parameter at 
least partly on the basis of the measurement value; and wherein the control parameter comprises 
a property of the fluidizing gas flow, and the control unit adjusts the control parameter by 
controlling the flow unit. 

50. (Previously presented) The apparatus as set forth in claim 33 ? wherein the property of the 
fluidizing gas flow is flow rate, moisture content, or temperature. 

5 1 . (Previously presented) The apparatus as set forth in claim 49, wherein the property of the 
fluidizing gas flow is flow rate, moisture content, or temperature. 

52. (Previously presented) The apparatus as set forth in claim 34, wherein the property of the 
droplet is size, generation rate, or concentration of a constituent, 

53. (Previously presented) The apparatus as set forth in claim 41, wherein the pharmaceutical 
product is a pellet, tablet, or capsule. 
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Date: 



21 July 2005 



No, of Pages (including cover): 



To: 



Examiner Elena Tsoy 
USPTO 



Fax Number: 



571-273-1429 



Contact Number: 



From: 



John M. Genova 



Reference No.: 



1103326-0660 



Re: US. Patent Appln. Serial No. 09/806,795 



PLEASE NOTE: The information contained in this facsimile message is privileged and confidential, and is intended only for the use of the 
individual named above and other? who have been specifically authorized to receive it. tf ygu are not the intended recipient, you are hereby 
notified thai any dissemination, distribution or copying of this communication Is strictly prohibited, If you have received this communication in 
error, or if any problems occur with transmission, please contact sender or call + 212 81 9 7583. Thank you. 



Dear Examiner T$oy: 

Further to your telephone call of IS July 2005 in connection with the referenced application, I 
ami sending you a complete set of the allowed claims which shows the amendments to claims 16- 
20, 23 and 37-41 to remove a dependency on a higher numbered claim. For the record, 
Applicants submit that the amendments to the allowed claims were made for formal reasons and 
not for reasons relating to the patentability of the claimed invention. 
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